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DETAILED ACTION 

Specification 

The disclosure is objected to because of the following informalities: hyaluroinc 
acid is listed as both a polysaccharide containing carboxyl groups naturally, and as a 
polysaccharide not containing a carboxyl group naturally in the original specification 
010046 and 0051). 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 33 and 34 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Considering Claims 33 and 34 : Instant claim 33 requires the pH adjuster to be in "non- 
mixed state with the cross-linking polysaccharide derivative". It is not clear how the pH 
adjuster is present in the composition without mixing, and if it was, how it could 
influence the adhesion preventive material. In the claimed method the adhesion 
preventive material is provided prior to application to the biological site (Claim 21). 
However, in the original specification it appears that "non-mixed state" indicates that the 
pH adjuster is mixed with the saccharide at the biological site (1J0074-77). For the 
purpose of further examination, the claim is being interpreted as requiring the pH 
adjuster to be mixed at the biological site. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 21-29, 31, 32, and 35-39 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Aeschilmann et al. (US Pat. 6,630,457). 
Considering Claims 21 , 24, 25, and 36 : Aeschilmann et al. teaches a method 
comprising providing composition comprising a crosslinkable (16:8-11) activated ester 
of hyaluronic acid and hydroxysuccinimide (16:20-33) and crosslinking the activated 
hyaluronic acid in the presence of tissue surfaces/biological sites (18:45-49) where the 
activated hyaluronic acid reacties with a active hydrogen to crosslink (16:8-17:21). 
Aeschlimann et al. also teaches crosslinking the activated ester in water under alkaline 
conditions (Example 9). 

Considering Claim 22 : Aeschilmann et al. teaches reacting the hyaluronic acid 
compounds as reacting with other hyaluronic acid compounds/self crosslinking (17:60- 
66). 

Considering Claim 23 and 35 : Aeschilmann et al. teaches the activated hyaluronic acid 
as reacting cocurrently with the tissue surface/biological surface (18:45-49). 
Considering Claims 26 and 37 : Aeschilmann et al. teaches the substitution of activating 
group as being greater than 0.2 mmoles/g, with 0.6 mmoles/g being optimal (16:65- 
17:4). 

Considering Claim 27 and 38 : Aeschlimann et al. teaches the polysaccharide as being 
hyaluronic acid/a polysaccharide having carboxy groups (1 6:8-1 1 ). Since their would 
not be 100% yield in the process and polysaccharide already contains carboxy groups, 
the derivative would also contain carboxy groups. 

Considering Claim 28 and 39 : Aeschilmann et al. does not teach using a salt derivative 
of the hyaluronic acid. 

Considering Claim 29 : Aeschlimann et al. teaches one the polysaccharides disclosed in 
the original specification. Therefore it is assumed that the polysaccharides would have 
the same solubility in solvent. 
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Considering Claim 31 : Aeschilmann et al. teaches the pH during curing as being 7.4 - 
8.5 (Example 9). 

Considering Claim 32 : Aeschilmann et al. teaches an amine functional hyaluronic 
acid/a polymer other than the cross-linking polysaccharide derivative (17:60-66). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Aeschilmann et al. (US Pat. 6,630,457) as applied to claim 21 above, and further in view 
of Barbucci et al. (WO 00/27886). 

Considering Claim 30 : Aeschilmann et al. teaches the method of claim 21 as shown 
above. 

Aeschilmann et al. does not teach the polysaccharide as being one in which the 
raw material does not contain a carboxyl group. However, Barbucci et al. teaches using 
carboxymethyldextran, carboxymethylcellulose, or carboxymethylstarch as a 
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crosslinkable polysaccharide with activated ester groups (4:24-5:3). Aeschilmann et al. 
and Barbucci et al. are analogous art as they are concerned with the same field of 
endeavor, namely polysacchrides with activated ester groups for use in anti-adhesion 
gels. It would have been obvious to a person having ordinary skill in the art at the time 
of invention to have used the polysaccharides of Barbucci et al. in the method of 
Aeschilmann et al., and the motivation to do so would have been, as Barbucci et al. 
suggests, they are functionally equivalent to hyaluronic acid (4:24-5:3). 

Claims 33 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Aeschilmann et al. (US Pat. 6,630,457) as applied to claim 21 above. 
Considering Claim 33 : Aeschilmann et al. teaches the method of claim 21 as shown 
above. Aeschilmann et al. also teaches adding a pH adjuster to the hydrogel forming 
composition (Example 9). 

Aeschilmann et al. does not teach adding the pH adjuster at the biological site. 
However, the selection of any order of performing process steps is prima facie obvious 
in the absence of new or unexpected results. See MPEP § 2144.04. It would have 
been obvious to a person having ordinary skill in the art at the time of invention to have 
added the pH adjuster after application to the tissue, and the motivation to do so would 
have been, as Aeschilmann et al. suggests, the crosslinking reaction will only occur in 
alkaline conditions (16:25-30), so addition of the pH adjuster in situ will prevent 
premature crosslinking. 

Considering Claim 34 : Aeschilmann et al. teaches an amine functional hyaluronic 
acid/a polymer other than the cross-linking polysaccharide derivative (17:60-66). 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
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are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 21 , 24, 25, and 32-34 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claim 26 of 
copending Application No. 12/178,030. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because claim 26 of application '030 
teaches applying a polysaccharide derivative with active ester groups introduced in the 
side chain to a living organism/biological site and reacting the material in the presence 
of water under alkaline conditions. Although the claim does not explicitly teach forming 
a crosslinked material, this would inherently occur during the reaction under alkaline 
conditions. Claims 27 and 28 teach adding a pH adjusting agent and additional polymer 
respectively. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Response to Arguments 

Applicant's arguments filed September 3, 2008 have been fully considered but 
they are not persuasive. 

Applicants argument that Aeschilmann et al. does not teach applying the 
polysaccharide to a biological site is not persuasive. Aeschilmann et al. does in fact 
teach applying the polysaccharide to tissue to prevent adhesion (18:45-19:18). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Liam J. Heincer whose telephone number is 571-270- 
3297. The examiner can normally be reached on Monday thru Friday 7:30 to 5:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Eashoo can be reached on 571-272-1 197. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Mark Eashoo/ LJH 

Supervisory Patent Examiner, Art Unit 1 796 November 24, 2008 



